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DETAILED ACTION 
Status of the application 

1 . Receipt of Applicant's request for continued examination filed on 24* Nov 2008 is 
acknowledged. 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 24* 
Nov 2008 has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 


Application/Control Number: 10/574,477 Page 3 

Art Unit: 1621 

4. Claims 1-3, 5, 7-16, 23-28, and 33-34 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Hasegawa et al (Bull.Chem.Soc.Jpn. 2000, 73, 423-428) or JP 
8291106 in view of Ohuchida et al (US 6.201.021). Black (US 6.043.223). Toda et al 
(US 6.608.221) and Takada et al (US 2002/0022738 Al). 

Hasegawa et al disclose an optically active (R)-2-propyloctanoic acid, valuable 
therapeutic agent for neurodegenerative diseases such as Alzheimer's disease (see 
equation 1 in page 423 and introduction). 

JP 8291106 also discloses a salt of optically active (2R)-2-propyloctanoic acid for 
use in treating neurodegenerative disorders (see Abstract, translation is pending, and 
attached Derwent abstract). 

The difference between the instant claims and the references is that the 
references teach the compound or it's salt and silent on the source of metal ion. pH and 
the concentration of the components in the medicament. 

However, the source of metal ions is very well established in the art. The most 
common sources of metal ions in the art are di or tri-sodium phosphate, sodium or 
potassium hydroxide etc. One skilled person in the art would be motivated to choose a 
metal ion source as a matter of choice depending on variables such as compound 
solubility factors or availability or cost etc. Furthermore a person of ordinary skill has 
good reason to pursue the known options within his or her technical grasp. If this leads 
to the anticipated success, it is likely the product not of innovation but of ordinary skill 
and common sense. Applicants are invited to provide a showing which is 


Application/Control Number: 10/574,477 Page 4 

Art Unit: 1621 

commensurate in scope witli tine claimed invention tliat clearly demonstrate that the 
claimed metal ion source result in some unexpected property over the prior art. 

There are many prior art available, which teaches the source of metal ions to 
stabilize the drug compounds. The following examples illustrate the multiple utilities of 
metal ion sources, such as sodium phosphate, for small peptides to drug compounds. 

Black teaches use of phosphate buffer saline solution as a carrier for the 

bradykinin, comprises 10-40 micrograms/mL of bradykinin and 0.09% phosphate 
buffered saline solution [col. 5, lines 41-45]. Black also teaches infusion preparation of 
bradykinin that is dissolved in aqueous solution containing sodium hydroxide and 
phosphate buffered saline solution [col. 5, lines 47-62]. Preparation of infusions for 
drugs, such as (2R)-2-propyloctanoic acid, are known in the art. Also the process of 
adjusting pH using buffers is also very well known procedure in the art. 

Toda et a! teach that (2R)-2-propyloctanoic acid, which is produced after the 
reductive reaction, is extracted with sodium hydroxide, it is clear that the sodium salt 
found in (2R)-2-propyloctanoic acid is produced in this series [see example 1]. 

Ohuchida et al teach suitable basic metal ions for the preparation of salts of 
pentanoic acid derivatives [col. 17, lines 1-24]. 

Takada et al teach a process to improve the solubility of the drug compound and 
thereby providing a solution thereof and some kinds of drug products using the solution, 
moreover providing a solution of higher concentration and a high-dosage drug product 
using the solution, and in order to improve the solubility of drug compounds, which can 
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be accomplished by adding at least one pH adjuster selected from tri-sodium 
phosphate, a hydrate thereof, sodium hydroxide or potassium hydroxide to the solution 
[see 0008-0010]. 

The claims would have been obvious because, a person of ordinary skill has a 
good reason to pursue the known options within his or her technical grasp. If this leads 
to the anticipated success, it is likely the product, not of innovation, but of ordinary skill 
and common sense. 

The claim would have been obvious because the design incentives or market 
forces provided a reason to make an adaptation, and the invention resulted from 
application of the prior knowledge in a predictable manner. 

All the claimed elements were known in the prior art and one skilled person in the 
art could have combined the elements as claimed by known methods with no change in 
their respective functions, and the combination would have yielded predictable results to 
have yielded predictable results to one of ordinary skill in the art at the time of the 
invention. 

The Supreme Court in KSR noted that if the actual application of the technique 
would have been beyond the skill of one of ordinary skill in the art, then the resulting 
invention would have been obvious because one of ordinary skill could not have been 
expected to achieve it. 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of the invention to use the teachings of the above cited references and known 
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methods, to make the composition of (2R)-2-propyloctanoic acid with basic metal ions, 
from the art, and to make the instant applicants medicament with a reasonable 
expectation of success. One would have been motivated to arrive instant claims 
because Hasegawa et al teach "preparation of (2R)-2-propyloctanoic acid" and this 
compound is a therapeutic agent of neurodegenerative diseases such as Alzheimer's 
disease. Takada et al teach a process to improve the solubility of the drug compound 
using the sodium phosphate. Therefore, one would combine the teachings of the 
references in order to provide for a medicament mixing the (2R)-2-propyloctanoic acid 
with a basic metal Ion to facilitate the better stability of the drug composition in storage. 
For the foregoing reasons the Instant claims are made obvious. 

Modifying such process is prima facie obvious because an ordinary artisan would 
be motivated to explore the known metal ions sources from the art to make the drug 
composition more stable or more economical advantages over the other, since it is 
within the scope to optimize the conditions through a routine experimentation. 

Response to Arguments 

5. Applicant's arguments filed on 24"^ Nov 2008 have been fully considered but they 
are not persuasive. 

The examiner acknowledges applicants argument that the Black is not related to 
the present Invention and can not be combined with the other cited references as 
suggested by the examiner. 

The examiner contends, however, that the purpose of Black Is to show the 
applicants the use of metal ions sources, such as sodium phosphate, to stabilize the 
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drug compounds or peptides. Tlierefore, it is appropriate in combination with the other 
references. 

The examiner acknowledges applicant argument that "it cannot be said that the 
composition of the present invention is obvious based on the disclosure of a 
combination of the cited references, which relates to an infusion preparation for a 
compound which has a much different molecular weight and different features of its 
liquid composition". 

The examiner contends, however, the obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or In the knowledge generally available to one of ordinary skill In 
the art. See In re Fine, 837 F.2d 1071,5 USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 
958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, it is permissible for the 
examiner to rely on disclosures and known metal ions sources In the art, which fairly 
teach embodiments of applicant's invention. The claims require a multitude of elements 
and it is reasonable for one of ordinary skill in the art to consider these elements being 
used together. 

Applicants show how the cited references differ from the Instant Invention, but the 
obviousness test under 35 U.S.C. 103 is whether the invention would have been 
obvious in view of the prior art taken as a whole. In re Metcalf et al. 157 U.S.P.Q. 423. 

So, it would have been obvious to a person of ordinary skill in the art at the time 
of the invention was made, with the teachings of the cited reference to make applicants' 
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claimed medicament with a reasonable expectation of success, since it is within the 
scope to optimize the conditions through a routine experimentation. 

Conclusion 

6. No claim is allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sudhakar Katakam whose telephone number is 571- 
272-9929. The examiner can normally be reached on M-F 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Daniel Sullivan can be reached on 571-272-0779. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Peter G O'Sullivan/ 

Primary Examiner, Art Unit 1621 

/Sudhakar Katakam/ 
Examiner, Art Unit 1621 


